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(d) Supplemental statements. Where 
substantial changes occur or new infor-
mation becomes available under a 
project or activity for which an EIS or 
draft EIS has been prepared and it is 
determined by a responsible NIFA offi-
cial specified in § 3407.4(b) that the 
changes are pertinent to environ-
mental concerns, a supplement to the 
EIS or draft EIS may be required. The 
supplement shall be evaluated and 
processed in accordance with 40 CFR 
1502.9(c). 

(e) Decisionmaking and implementation. 
A responsible NIFA official designated 
in § 3407.4(b) may make a decision no 
sooner than thirty days after the no-
tice of availability of the final EIS has 
been published in the FEDERAL REG-
ISTER by the Environmental Protection 
Agency (40 CFR 1506.10). The decision 
will be documented in a record of deci-
sion as required by 40 CFR 1505.2, and 
monitoring and mitigation activities 
will be implemented as required by 40 
CFR 1505.3. 

PART 3411—NATIONAL RESEARCH 
INITIATIVE COMPETITION GRANTS 
PROGRAM [RESERVED] 

PART 3415—BIOTECHNOLOGY RISK 
ASSESSMENT RESEARCH GRANTS 
PROGRAM 

Subpart A—General 

Sec. 
3415.1 Applicability of regulations. 
3415.2 Definitions. 
3415.3 Eligibility requirements. 
3415.4 How to apply for a grant. 
3415.5 Evaluation and disposition of applica-

tions. 
3415.6 Grant awards. 
3415.7 Use of funds; changes. 
3415.8 Other Federal statutes and regula-

tions that apply. 
3415.9 Other conditions. 

Subpart B—Scientific Peer Review of 
Research Grant Applications 

3415.10 Establishment and operation of peer 
review groups. 

3415.11 Composition of peer review groups. 
3415.12 Conflicts of interest. 
3415.13 Availability of information. 
3415.14 Proposal review. 
3415.15 Evaluation factors. 

AUTHORITY: 5 U.S.C. 301 and 7 U.S.C. 5921. 

SOURCE: 58 FR 65647, Dec. 15, 1993, unless 
otherwise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part 3415 appear at 76 FR 4811, Jan. 27, 2011. 

Subpart A—General 
§ 3415.1 Applicability of regulations. 

(a) The regulations of this part apply 
to research grants awarded under the 
authority of section 1668 of the Food, 
Agriculture, Conservation, and Trade 
Act of 1990, (7 U.S.C. 5921). Grants 
awarded under this section will support 
biotechnology risk assessment research 
to help address concerns about the ef-
fects of introducing certain bio-
technology products into the environ-
ment and to help regulators develop 
policies concerning the introduction of 
such products. Taking into consider-
ation any determinations made 
through consultations with such enti-
ties as the Animal and Plant Health In-
spection Service, the Forest Service, 
the Environmental Protection Agency, 
the Office of Agricultural Bio-
technology, and the Agricultural Bio-
technology Research Advisory Com-
mittee, the Director of NIFA and Ad-
ministrator of ARS shall determine 
and announce, through publication of a 
Notice in such publications as the FED-
ERAL REGISTER, professional trade jour-
nals, agency or program handbooks, 
the Catalog of Federal Domestic As-
sistance, or any other appropriate 
means, specific areas of research for 
which preproposals or proposals will be 
solicited and the extent that funds are 
available therefor. 

(b) The regulations of this part do 
not apply to grants awarded by the De-
partment of Agriculture under any 
other authority. 

§ 3415.2 Definitions. 
As used in this part: 
(a) Ad hoc reviewers means experts or 

consultants qualified by training and 
experience in particular scientific or 
technical fields to render special expert 
advice, through written evaluations of 
grant applications, in accordance with 
the provisions of this part, on the sci-
entific or technical merit of grant ap-
plications in those fields. 

(b) Administrator means the Adminis-
trator of the Agricultural Research 
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Service (ARS) and any other officer or 
employee of the Department of Agri-
culture to whom the authority in-
volved may be delegated. 

(c) Awarding official means the Direc-
tor or Administrator and any other of-
ficer or employee of the Department to 
whom the authority to issue or modify 
grant instruments has been delegated. 

(d) Biotechnology means any tech-
nique that uses living organisms (or 
parts of organisms) to make or modify 
products, to improve plants or animals, 
or to develop microorganisms for spe-
cific use. The development of materials 
that mimic molecular structures or 
functions of living systems is included. 

(e) Budget period means the interval 
of time (usually 12 months) into which 
the project period is divided for budg-
etary and reporting purposes. 

(f) Department means the Department 
of Agriculture. 

(g) Director means the Director of the 
National Institute of Food and Agri-
culture (NIFA) and any other officer or 
employee of the Department of Agri-
culture to whom the authority in-
volved may be delegated. 

(h) Grant means the award by the Di-
rector or Administrator of funds to a 
grantee to assist in meeting the costs 
of conducting, for the benefit of the 
public, an identified project which is 
intended and designed to establish, dis-
cover, elucidate, or confirm informa-
tion or the underlying mechanisms re-
lating to a research program area iden-
tified in program solicitation. 

(i) Grantee means the entity des-
ignated in the grant award document 
as the responsible legal entity to whom 
a grant is awarded under this part. 

(j) Peer review group means an assem-
bled group of experts or consultants 
qualified by training and experience in 
particular scientific or technical fields 
to give expert advice, in accordance 
with the provisions of this part, on the 
scientific and technical merit of grant 
applications in those fields. 

(k) Principal investigator means a sin-
gle individual who is responsible for 
the scientific and technical direction of 
the project, as designated by the grant-
ee in the grant application and ap-
proved by the Director or Adminis-
trator. 

(l) Project means the particular activ-
ity within the scope of one or more of 
the research program areas identified 
in the annual program solicitation that 
is supported by a grant under this part. 

(m) Project period means the total 
time approved by the Director or Ad-
ministrator for conducting the pro-
posed project as outlined in an ap-
proved grant application. 

(n) Research means any systematic 
study directed toward new or fuller 
knowledge and understanding of the 
subject studied. 

(o) Methodology means the project ap-
proach to be followed to carry out the 
project. 

[58 FR 65647, Dec. 15, 1993, as amended at 76 
FR 4811, Jan. 27, 2011] 

§ 3415.3 Eligibility requirements. 
(a) Except where otherwise prohib-

ited by law, any public or private re-
search or educational institution or or-
ganization shall be eligible to apply for 
and to receive a grant award under this 
part, provided that the applicant quali-
fies as a responsible grantee under the 
criteria set forth in paragraph (b) of 
this section. 

(b) To qualify as responsible, an ap-
plicant must meet the following stand-
ards as they relate to a particular 
project: 

(1) Adequate financial resources for 
performance, the necessary experience, 
organizational and technical qualifica-
tions, and facilities, or a firm commit-
ment, arrangement, or ability to ob-
tain same (including by proposed sub-
agreements); 

(2) Ability to comply with the pro-
posed or required completion schedule 
for the project; 

(3) Satisfactory record of integrity, 
judgment, and performance, including, 
in particular, any prior performance 
under grants or contracts from the 
Federal government; 

(4) Adequate financial management 
system and audit procedures that pro-
vide efficient and effective account-
ability and control of all funds, prop-
erty, and other assets; and 

(5) Otherwise be qualified and eligible 
to receive a grant under the applicable 
laws and regulations. 

(c) Any applicant who is determined 
to be not responsible will be notified in 
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writing of such finding and the basis 
therefor. 

§ 3415.4 How to apply for a grant. 
(a) A program solicitation will be 

prepared and announced through publi-
cations such as the FEDERAL REGISTER, 
professional trade journals, agency or 
program handbooks, the Catalog of 
Federal Domestic Assistance, or any 
other appropriate means, as early as 
practicable each fiscal year. 
The Department may elect to solicit 
preproposals each fiscal year in order 
to eliminate from consideration pro-
posed research that does not address 
narrowly focused program objectives. A 
preproposal will be limited in length 
(in comparison to a full proposal) to al-
leviate waste of time and effort by ap-
plicants in the preparation of proposals 
and USDA staff in the review of pro-
posals. If the Department solicits 
preproposals through publication of the 
annual program solicitation, the De-
partment does not anticipate pub-
lishing a subsequent solicitation for 
full proposals. Applicants submitting 
preproposals deemed appropriate to the 
objectives of this program as set out in 
the annual solicitation will be re-
quested to submit full proposals; the 
full proposals will then be evaluated in 
accordance with § 3415.5 through 
§ 3415.15 of this part. 
The annual program solicitation will 
contain information sufficient to en-
able applicants to prepare preproposals 
or full proposals under this program 
and will be as complete as possible 
with respect to: 

(1) Descriptions of the specific re-
search areas that the Department pro-
poses to support during the fiscal year 
involved, including anticipated funds 
to be awarded; 

(2) Eligibility requirements; 
(3) Obtaining application kits; 
(4) Deadline dates for submission of 

preproposal or proposal packages; 
(5) Name and mailing address to send 

preproposals or proposals; 
(6) Number of copies to submit; and 
(7) Special requirements. 
(b) Application Kit. An Application 

Kit will be made available to any po-
tential grant applicant who requests a 
copy. This kit contains required forms, 
certifications, and instructions appli-

cable to the submission of grant 
preproposals or proposals. 

(c) Format for preproposals. As stated 
above, the Department may elect to so-
licit preproposals under this program. 
Unless otherwise indicated by the De-
partment in the annual program solici-
tation, the following general format 
applies for the preparation of 
preproposals: 

(1) ‘‘Application for Funding (Form 
NIFA–661)’’. All preproposals submitted 
by eligible applicants should contain 
an ‘‘Application for Funding’’, Form 
NIFA–661, which must be signed by the 
proposing principal investigator(s) and 
endorsed by the cognizant authorized 
organizational representative who pos-
sesses the necessary authority to com-
mit the applicant’s time and other rel-
evant resources. The title of the pro-
posal must be brief (80-character max-
imum), yet represent the major thrust 
of the project. Because this title will be 
used to provide information to those 
who may not be familiar with the pro-
posed project, highly technical words 
or phraseology should be avoided where 
possible. In addition, phrases such as 
‘‘investigation of’’ and ‘‘research on’’ 
should not be used. 

(2) Project summary. Each preproposal 
must contain a project summary, the 
text of which may not exceed three (3) 
single- or double-spaced pages. The De-
partment reserves the option of not 
forwarding for further consideration a 
preproposal in which the project sum-
mary page limit is exceeded. The 
project summary is not intended for 
the general reader; consequently, it 
may contain technical language com-
prehensible primarily by persons in dis-
ciplines relating to the food and agri-
cultural sciences. The project summary 
should be a self-contained specific de-
scription of the activity to be under-
taken and should focus on: 

(i) Overall project goal(s) and sup-
porting objectives; 

(ii) Plans to accomplish project 
goal(s); and 

(iii) Relevance or significance of the 
project to United States agriculture. 

(3) Budget. A budget detailing re-
quested support for the proposed 
project period must be included in each 
preproposal. A copy of the form which 
must be used for this purpose, along 
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with instructions for completion, is in-
cluded in the Application Kit identified 
under § 3415.4(b) of this part and may be 
reproduced as needed by applicants. 
Funds may be requested under any of 
the categories listed on the budget 
form, provided that the item or service 
for which support is requested may be 
identified as necessary for successful 
conduct of the proposed project, is al-
lowable under applicable Federal cost 
principles, and is not prohibited under 
any applicable Federal statute. 

(4) Special requirements. (i) The annual 
program solicitation will describe any 
special preproposal submission require-
ments, such as paper size or type pitch 
to be used in the preparation of 
preproposals. The solicitation will also 
describe special program requirements, 
such as conference attendance or elec-
tronic project reporting, for which ap-
plicants may allocate funds when pre-
paring proposed budgets. 

(ii) By signing the ‘‘Application for 
Funding’’ identified under § 3415.4(c)(1) 
in its submission of a preproposal, the 
applicant is certifying compliance with 
the restrictions on the use of appro-
priated funds for lobbying set out in 7 
CFR part 3018. 

(5) Evaluation of preproposals. 
Preproposals shall be evaluated to de-
termine whether the substance of the 
proposed project is appropriate to the 
objectives of this program as set out in 
the annual program solicitation. Sub-
sequently, the Director or Adminis-
trator shall request full proposals from 
those applicants proposing projects 
deemed appropriate to the objectives of 
this program as set out in the annual 
program solicitation. Such proposals 
shall conform to the format for full 
proposals set out below and shall be 
evaluated in accordance with § 3415.5 
through § 3415.15 of this part. 

(d) Format for full proposals. Unless 
otherwise indicated by the Department 
in the annual program solicitation, the 
following general format applies for 
the preparation of full proposals under 
this program: 

(1) ‘‘Application for Funding’’ (Form 
NIFA–661). All full proposals submitted 
by eligible applicants should contain 
an Application for Funding’’, Form 
NIFA–661, which must be signed by the 
proposed principal investigator(s) and 

endorsed by the cognizant authorized 
organizational representative who pos-
sesses the necessary authority to com-
mit the applicant’s time and other rel-
evant resources. Investigators who do 
not sign the full proposal cover sheet 
will not be listed on the grant docu-
ment in the event an award is made. 
The title of the proposal must be brief 
(80-character maximum), yet represent 
The major emphasis of the project. Be-
cause this title will be used to provide 
information to those who may not be 
familiar with the proposed project, 
highly technical words or phraseology 
should be avoided where possible. In 
addition, phrases such as ‘‘investiga-
tion of’’ or ‘‘research on’’ should not be 
used. 

(2) Project summary. Each full pro-
posal must contain a project summary, 
the length of which may not exceed 
three (3) single- or double-spaced pages. 
This summary is not intended for the 
general reader; consequently, it may 
contain technical language comprehen-
sible primarily by persons in dis-
ciplines relating to the food and agri-
cultural sciences. The project summary 
should be a self-contained, specific de-
scription of the activity to be under-
taken and should focus on: 

(i) Overall project goal(s) and sup-
porting objectives; 

(ii) Plans to accomplish project 
goal(s); and 

(iii) Relevance or significance of the 
project to United States agriculture. 

(3) Project description. The specific 
aims of the project must be included in 
all proposals. The text of the project 
description may not exceed 15 single- 
or double-spaced pages. The Depart-
ment reserves the option of not for-
warding for further consideration pro-
posals in which the project description 
exceeds this page limit. The project de-
scription must contain the following 
components: 

(i) Introduction. A clear statement of 
the long-term goal(s) and supporting 
objectives of the proposed project 
should preface the project description. 
The most significant published work in 
the field under consideration, including 
the work of key project personnel on 
the current application, should be re-
viewed. The current status of research 
in the particular scientific field also 
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should be described. All work cited, in-
cluding that of key personnel, should 
be referenced. 

(ii) Progress report. If the proposal is a 
renewal of an existing project sup-
ported under this program, include a 
clearly marked performance report de-
scribing results to date from the pre-
vious award. This section should con-
tain the following information: 

(A) A comparison of actual accom-
plishments with the goals established 
for the previous award; 

(B) The reasons established goals 
were not met, if applicable; and 

(C) A listing of any publications re-
sulting from the award. Copies of re-
prints or preprints may be appended to 
the proposal if desired. 

(4) Rationale and significance. Present 
concisely the rationale behind the pro-
posed project. The objectives’ specific 
relationship and relevance to the area 
in which an application is submitted 
and the objectives’ specific relation-
ship and relevance to potential regu-
latory issues of United States bio-
technology research should be shown 
clearly. Any novel ideas or contribu-
tions that the proposed project offers 
also should be discussed in this section. 

(5) Experimental plan. The hypotheses 
or questions being asked and the meth-
odology to be applied to the proposed 
project should be stated explicitly. 
Specifically, this section must include: 

(i) A description of the investigations 
and/or experiments proposed and the 
sequence in which the investigations or 
experiments are to be performed; 

(ii) Techniques to be used in carrying 
out the proposed project, including the 
feasibility of the techniques; 

(iii) Results expected; 
(iv) Means by which experimental 

data will be analyzed or interpreted; 
(v) Pitfalls that may be encountered; 
(vi) Limitations to proposed proce-

dures; and 
(vii) Tentative schedule for con-

ducting major steps involved in these 
investigations and/or experiments. 
In describing the experimental plan, 
the applicant must explain fully any 
materials, procedures, situations, or 
activities that may be hazardous to 
personnel (whether or not they are di-
rectly related to a particular phase of 
the proposed project), along with an 

outline of precautions to be exercised 
to avoid or mitigate the effects of such 
hazards. 

(6) Facilities and equipment. All facili-
ties and major items of equipment that 
are available for use or assignment to 
the proposed research project during 
the requested period of support should 
be described. In addition, items of non-
expendable equipment necessary to 
conduct and successfully conclude the 
proposed project should be listed. 

(7) Collaborative arrangements. If the 
nature of the proposed project requires 
collaboration or subcontractual ar-
rangements with other research sci-
entists, corporations, organizations, 
agencies, or entities, the applicant 
must identify the collaborator(s) and 
provide a full explanation of the nature 
of the collaboration. Evidence (i.e., let-
ters of intent) should be provided to as-
sure peer reviewers that the collabo-
rators involved have agreed to render 
this service. In addition, the proposal 
must indicate whether or not such a 
collaborative arrangement(s) has the 
potential for conflict(s) of interest. 

(8) Personnel support. To assist peer 
reviewers in assessing the competence 
and experience of the proposed project 
staff, key personnel who will be in-
volved in the proposed project must be 
identified clearly. For each principal 
investigator involved, and for all senior 
associates and other professional per-
sonnel who expect to work on the 
project, whether or not funds are 
sought for their support, the following 
should be included: 

(i) An estimate of the time commit-
ments necessary; 

(ii) Curriculum vitae. The curriculum 
vitae should be limited to a presen-
tation of academic and research cre-
dentials, e.g., educational, employment 
and professional history, and honors 
and awards. Unless pertinent to the 
project, to personal status, or to the 
status of the organization, meetings 
attended, seminars given, or personal 
data such as birth date, marital status, 
or community activities should not be 
included. The vitae shall be no more 
than two pages each in length, exclud-
ing the publication lists. The Depart-
ment reserves the option of not for-
warding for further consideration a 
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proposal in which each vitae exceeds 
the two-page limit; and 

(iii) Publication List(s). A chrono-
logical list of all publications in re-
ferred journals during the past five 
years, including those in press, must be 
provided for each professional project 
member for whom a curriculum vitae is 
provided. Authors should be listed in 
the same order as they appear on each 
paper cited, along with the title and 
complete reference as these items usu-
ally appear in journals. 

(9) Budget. A detailed budget is re-
quired for each year of requested sup-
port. In addition, a summary budget is 
required detailing requested support 
for the overall project period. A copy of 
the form which must be used for this 
purpose, Form NIFA–55, along with in-
structions for completion, is included 
in the Application Kit identified under 
§ 3415.4(b) of this part and may be re-
produced as needed by applicants. 
Funds may be requested under any of 
the categories listed, provided that the 
item or service for which support is re-
quested may be identified as necessary 
for successful conduct of the proposed 
project, is allowable under applicable 
Federal cost principles, and is not pro-
hibited under any applicable Federal 
statute. 

(10) Research involving special consider-
ations. A number of situations encoun-
tered in the conduct of research require 
special information and supporting 
documentation before funding can be 
approved for the project. If any such 
situation is anticipated, the proposal 
must so indicate. It is expected that a 
significant number of proposals will in-
volve the following: 

(i) Recombinant DNA and RNA mol-
ecules. All key personnel identified in a 
proposal and all endorsing officials of a 
proposed performing entity are re-
quired to comply with the guidelines 
established by the National Institutes 
of Health entitled, ‘‘Guidelines for Re-
search Involving Recombinant DNA 
Molecules,’’ as revised. The Applica-
tion Kit, identified above in § 3415.4(b), 
contains a form which is suitable for 
such certification of compliance (Form 
NIFA–662). 

(ii) Human subjects at risk. Responsi-
bility for safeguarding the rights and 
welfare of human subjects used in any 

proposed project supported with grant 
funds provided by the Department rests 
with the performing entity. Regula-
tions have been issued by the Depart-
ment under 7 CFR Part 1c, Protection 
of Human Subjects. In the event that a 
project involving human subjects at 
risk is recommended for award, the ap-
plicant will be required to submit a 
statement certifying that the project 
plan has been reviewed and approved 
by the Institutional Review Board at 
the proposing organization or institu-
tion. The Application Kit, identified 
above in § 3415.4(b), contains a form 
which is suitable for such certification 
(Form NIFA–662). 

(iii) Experimental vertebrate animal 
care. The responsibility for the humane 
care and treatment of any experi-
mental vertebrate animal, which has 
the same meaning as ‘‘animal’’ in sec-
tion 2(g) of the Animal Welfare Act of 
1966, as amended (7 U.S.C. 2132(g)), used 
in any project supported with grant 
funds rests with the performing organi-
zation. In this regard, all key personnel 
associated with any supported project 
and all endorsing officials of the pro-
posed performing entity are required to 
comply with the applicable provisions 
of the Animal Welfare Act of 1966, as 
amended (7 U.S.C. 2131 et seq.) and the 
regulations promulgated thereunder by 
the Secretary of Agriculture in 9 CFR 
parts 1, 2, 3, and 4. The applicant must 
submit a statement certifying that the 
proposed project is in compliance with 
the aforementioned regulations, and 
that the proposed project is either 
under review by or has been reviewed 
and approved by an Institutional Ani-
mal Care and Use Committee. The Ap-
plication Kit, identified above in 
§ 3415.4(b), contains a form which is 
suitable for such certification (Form 
NIFA–662). 

(11) Current and pending support. All 
proposals must list any other current 
public or private research support (in-
cluding in-house support) to which key 
personnel identified in the proposal 
have committed portions of their time, 
whether or not salary support for the 
person(s) involved is included in the 
budget. Analogous information must be 
provided for any pending proposals 
that are being considered by, or that 
will be submitted in the near future to, 
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other possible sponsors, including 
other USDA programs or agencies. 
Concurrent submission of identical or 
similar proposals to other possible 
sponsors will not prejudice proposal re-
view or evaluation by the Director or 
Administrator or experts or consult-
ants engaged by the Director or Ad-
ministrator for this purpose. However, 
a proposal that duplicates or overlaps 
substantially with a proposal already 
reviewed and funded (or that will be 
funded) by another organization or 
agency will not be funded under this 
program. The Application Kit, identi-
fied above in § 3415.4(b), contains a form 
which is suitable for listing current 
and pending support (Form NIFA–663). 

(12) Additions to project description. 
Each project description is expected by 
the Director or Administrator, the 
members of peer review groups, and the 
relevant program staff to be complete 
while meeting the page limit estab-
lished in § 3415.4(d)(3). However, if the 
inclusion of additional information is 
necessary to ensure the equitable eval-
uation of the proposal (e.g., photo-
graphs that do not reproduce well, re-
prints, and other pertinent materials 
that are deemed to be unsuitable for 
inclusion in the text of the proposal), 
the number of copies submitted should 
match the number of copies of the ap-
plication requested in the program so-
licitation. Each set of such materials 
must be identified with the name of the 
submitting organization, and the 
name(s) of the principal investi-
gator(s). Information may not be ap-
pended to a proposal to circumvent 
page limitations prescribed for the 
project description. Extraneous mate-
rials will not be used during the peer 
review process. 

(13) Organizational management infor-
mation. Specific management informa-
tion relating to an applicant shall be 
submitted on a one-time basis prior to 
the award of a grant identified under 
this Part if such information has not 
been provided previously under this or 
another program for which the spon-
soring agency is responsible. The De-
partment will contact an applicant to 
request organizational management in-
formation once a proposal has been rec-
ommended for funding. 

§ 3415.5 Evaluation and disposition of 
applications. 

(a) Evaluation. All proposals received 
from eligible applicants and submitted 
in accordance with deadlines estab-
lished in the annual program solicita-
tion shall be evaluated by the Director 
or Administrator through such officers, 
employees, and others as the Director 
or Administrator determines are 
uniquely qualified in the areas of re-
search represented by particular 
projects. To assist in equitably and ob-
jectively evaluating proposals and to 
obtain the best possible balance of 
viewpoints, the Director or Adminis-
trator shall solicit the advice of peer 
scientists, ad hoc reviewers, or others 
who are recognized specialists in the 
areas covered by the applications re-
ceived and whose general roles are de-
fined in § 3415.2. Specific evaluations 
will be based upon the criteria estab-
lished in subpart B, § 3415.15, unless 
NIFA and/or ARS determine that dif-
ferent criteria are necessary for the 
proper evaluation of proposals in one 
or more specific program areas, or for 
specific types of projects to be sup-
ported, and announces such criteria 
and their relative importance in the 
annual program solicitation. The over-
riding purpose of these evaluations is 
to provide information upon which the 
Director or Administrator may make 
an informed judgment in selecting pro-
posals for support. Incomplete, unclear, 
or poorly organized applications will 
work to the detriment of applicants 
during the peer evaluation process. To 
ensure a comprehensive evaluation, all 
applications should be written with the 
care and thoroughness accorded papers 
for publication. 

(b) Disposition. On the basis of the Di-
rector’s or Administrator’s evaluation 
of an application in accordance with 
paragraph (a) of this section, the Direc-
tor or Administrator will (1) approve 
support using currently available 
funds, (2) defer support due to lack of 
funds or a need for further evaluation, 
or (3) disapprove support for the pro-
posed project in whole or in part. With 
respect to approved projects, the Direc-
tor or Administrator will determine 
the project period (subject to extension 
as provided in § 3415.7(c)) during which 
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the project may be supported. Any de-
ferral or disapproval of an application 
will not preclude its reconsideration or 
a reapplication during subsequent fis-
cal years. 

[58 FR 65647, Dec. 15, 1993, as amended at 80 
FR 81738, Dec. 31, 2015] 

§ 3415.6 Grant awards. 
(a) General. Within the limit of funds 

available for such purpose, the award-
ing official of NIFA or ARS shall make 
grants to those responsible, eligible ap-
plicants whose proposals are judged 
most meritorious in the announced 
program areas under the evaluation 
criteria and procedures set forth in this 
part. The date specified by the Director 
or Administrator as the effective date 
of the grant shall be no later than Sep-
tember 30 of the Federal fiscal year in 
which the project is approved for sup-
port and funds are appropriated for 
such purpose, unless otherwise per-
mitted by law. It should be noted that 
the project need not be initiated on the 
grant effective date, but as soon there-
after as practicable so that project 
goals may be attained within the fund-
ed project period. All funds granted by 
NIFA or ARS under this Part shall be 
expended solely for the purpose for 
which the funds are granted in accord-
ance with the approved application and 
budget, the regulations of this part, 
the terms and conditions of the award, 
the applicable Federal cost principles, 
2 CFR part 200. 

(b) Grant award document and notice of 
grant award—(1) Grant award document. 
The grant award document shall in-
clude at a minimum the following: 

(i) Legal name and address of per-
forming organization or institution to 
whom the Director or Administrator 
has awarded a grant under the terms of 
this Part; 

(ii) Title of project; 
(iii) Name(s) and address(es) of prin-

cipal investigator(s) chosen to direct 
and control approved activities; 

(iv) Identifying grant number as-
signed by the Department; 

(v) Project period, specifying the 
amount of time the Department in-
tends to support the project without 
requiring recompetition for funds; 

(vi) Total amount of Departmental 
financial assistance approved by the 

Director or Administrator during the 
project period; 

(vii) Legal authority(ies) under which 
the grant is awarded; 

(viii) Approved budget plan for cat-
egorizing allocable project funds to ac-
complish the stated purpose of the 
grant award; and 

(ix) Other information or provisions 
deemed necessary by NIFA or ARS to 
carry out their respective granting ac-
tivities or to accomplish the purpose of 
a particular grant. 

(2) Notice of grant award. The notice 
of grant award, in the form of a letter, 
will be prepared and will provide perti-
nent instructions or information to the 
grantee that is not included in the 
grant award document. 

(c) Types of grant instruments. The 
major types of grant instruments shall 
be as follows: 

(1) New grant. This is a grant instru-
ment by which NIFA or ARS agrees to 
support a specified level of effort for a 
project that generally has not been 
supported previously under this pro-
gram. This type of grant is approved on 
the basis of peer review recommenda-
tion. 

(2) Renewal grant. This is a grant in-
strument by which NIFA or ARS 
agrees to provide additional funding for 
a project period beyond that approved 
in an original or amended award. When 
a renewal application is submitted, it 
should include a summary of progress 
to date from the previous granting pe-
riod. A renewal grant shall be based 
upon new application, de novo peer re-
view and staff evaluation, new rec-
ommendation and approval, and a new 
award action reflecting that the grant 
has been renewed. 

(3) Supplemental grant. This is an in-
strument by which NIFA or ARS 
agrees to provide small amounts of ad-
ditional funding under a new or re-
newal grant as specified in paragraphs 
(c)(1) and (c)(2) of this section and may 
involve a short-term (usually six 
months or less) extension of the project 
period beyond that approved in an 
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original or amended award. A supple-
ment is awarded only if required to as-
sure adequate completion of the origi-
nal scope of work and if there is suffi-
cient justification to warrant such ac-
tion. A request of this nature normally 
will not require additional peer review. 

(d) Funding mechanisms. The two 
mechanisms by which NIFA or ARS 
may elect to award new, renewal, and 
supplemental grants are as follows: 

(1) Standard grant. This is a funding 
mechanism whereby NIFA or ARS 
agrees to support a specified level of ef-
fort for a predetermined time period 
without the announced intention of 
providing additional support at a fu-
ture date. 

(2) Continuation grant. This is a fund-
ing mechanism whereby NIFA or ARS 
agrees to support a specified level of ef-
fort for a predetermined period of time 
with a statement of intention to pro-
vide additional support at a future 
date, provided that performance has 
been satisfactory, appropriations are 
available for this purpose, and contin-
ued support would be in the best inter-
ests of the Federal government and the 
public. This kind of mechanism nor-
mally will be awarded for an initial 
one-year period, and any subsequent 
continuation project grants also will be 
awarded in one-year increments. The 
award of a continuation project grant 
to fund an initial or succeeding budget 
period does not constitute an obliga-
tion to fund any subsequent budget pe-
riod. Unless prescribed otherwise by 
NIFA or ARS, a grantee must subject a 
separate application for continued sup-
port for each subsequent fiscal year. 
Requests for such continued support 
must be submitted in duplicate at least 
three months prior to the expiration 
date of the budget period currently 
being funded. Decisions regarding con-
tinued support and the actual funding 
levels of such support in future years 
usually will be made administratively 
after consideration of such factors as 
the grantee’s progress and manage-
ment practices and the availability of 
funds. Since initial peer reviews are 
based upon the full term and scope of 
the original grant application, addi-
tional evaluations of this type gen-
erally are not required prior to succes-
sive years’ support. However, in un-

usual cases (e.g., when the nature of 
the project or key personnel change or 
when the amount of future support re-
quested substantially exceeds the grant 
application originally reviewed and ap-
proved), additional reviews may be re-
quired prior to approving continued 
funding. 

(e) Obligation of the Federal Govern-
ment. Neither the approval of any ap-
plication nor the award of any project 
grant commits or obligates the United 
States in any way to make any re-
newal, supplemental, continuation, or 
other award with respect to any ap-
proved application or portion thereof. 

[58 FR 65647, Dec. 15, 1993, as amended at 79 
FR 76000, Dec. 19, 2014] 

§ 3415.7 Use of funds; changes. 

(a) Delegation of fiscal responsibility. 
The grantee may not in whole or in 
part delegate or transfer to another 
person, institution, or organization the 
responsibility for use or expenditure of 
grant funds. 

(b) Change in project plans. (1) The 
permissible changes by the grantee, 
principal investigator(s), or other key 
project personnel in the approved grant 
shall be limited to changes in method-
ology, techniques, or other aspects of 
the project to expedite achievement of 
the project’s approved goals. If the 
grantee or the principal investigator(s) 
is uncertain whether a particular 
change complies with this provision, 
the question must be referred to the 
awarding official of NIFA or ARS, as 
appropriate, for a final determination. 

(2) Changes in approved goals, or ob-
jectives, shall be requested by the 
grantee and approved in writing by the 
awarding official of NIFA or ARS, as 
appropriate, prior to effecting such 
changes. Normally, no requests for 
such changes that are outside the scope 
of the original approved project will be 
approved. 

(3) Changes in approved project lead-
ership or the replacement or reassign-
ment of other key project personnel 
shall be requested by the grantee and 
approved in writing by the awarding of-
ficial of NIFA or ARS, as appropriate, 
prior to effecting such changes. 

(4) Transfers of actual performance of 
the substantive programmatic work in 
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whole or in part and provisions for pay-
ment of funds, whether or not Federal 
funds are involved, shall be requested 
by the grantee and approved in writing 
by the awarding official of NIFA or 
ARS, as appropriate, prior to effecting 
such changes, unless prescribed other-
wise in the terms and conditions of a 
grant. 

(c) Changes in project period. The 
project period determined pursuant to 
§ 3415.5(b) may be extended by the 
awarding official of NIFA or ARS, as 
appropriate, without additional finan-
cial support, for such additional pe-
riod(s) as the appropriate awarding of-
ficial determines may be necessary to 
complete, or fulfill the purposes of, an 
approved project. Any extension of 
time shall be conditioned upon prior 
request by the grantee and approval in 
writing by the appropriate awarding of-
ficial, unless prescribed otherwise in 
the terms and conditions of a grant. 

(d) Changes in approved budget. The 
terms and conditions of a grant will 
prescribe the circumstances under 
which written approval must be re-
quested and obtained from the award-
ing official of NIFA or ARS, as appro-
priate, prior to instituting changes in 
an approved budget. 

§ 3415.8 Other Federal statutes and 
regulations that apply. 

(a) The Office of Management and 
Budget (‘‘OMB’’) issued guidance on 
Uniform Administrative Requirements, 
Cost Principles, and Audit Require-
ments for Federal Awards at 2 CFR 
part 200 on December 26, 2013. In 2 CFR 
400.1, the Department adopted OMB’s 
guidance in subparts A through F of 2 
CFR part 200, as supplemented by 2 
CFR part 400, as the Department’s poli-
cies and procedures for uniform admin-
istrative requirements, cost principles, 
and audit requirements for federal 
awards. As a result, this regulation 
contains references to 2 CFR part 200 
as it has regulatory effect for the De-
partment’s programs and activities.’’ 

(b) Several other Federal statutes 
and/or regulations apply to grant pro-
posals considered for review or to re-
search project grants awarded under 
this part. These include but are not 
limited to: 

2 CFR part 200—Uniform Administrative Re-
quirements, Cost Principles, and Audit Re-
quirements for Federal Awards. 

2 CFR part 180 and Part 417—OMB Guidelines 
to Agencies on Government-Wide Debar-
ment And Suspension (Nonprocurement) 
and USDA Nonprocurement Debarment 
And Suspension 

7 CFR part 1c—USDA Implementation of the 
Federal Policy for the Protection of 
Human Subjects. 

7 CFR 1.1—USDA Implementation of Free-
dom of Information Act. 

7 CFR part 3—USDA Implementation of OMB 
Circular A–129 Regarding Debt Collection. 

7 CFR part 15, subpart A—USDA Implemen-
tation of Title VI of the Civil Rights Act of 
1964. 

7 CFR part 3407—NIFA Procedures To Imple-
ment the National Environmental Policy 
Act; 

29 U.S.C. 794 (section 504, Rehabilitation Act 
of 1973) and 7 CFR part 15B (USDA imple-
mentation of statute)—prohibiting dis-
crimination based upon physical or mental 
handicap in Federally assisted programs; 
and 

35 U.S.C. 200 et seq.—Bayh-Dole Act, control-
ling allocation of rights to inventions 
made by employees of small business firms 
and domestic nonprofit organizations, in-
cluding universities, in Federally assisted 
programs (implementing regulations are 
contained in 37 CFR part 401). 

[79 FR 76000, Dec. 19, 2014] 

§ 3415.9 Other conditions. 
The Director or Administrator may 

elect to use a portion of available fund-
ing each fiscal year to support an An-
nual Conference, the purpose of which 
will be to bring together scientists and 
regulatory officials relevant to this 
program. At the Annual Conference, 
the participants may offer individual 
opinions regarding research needs, up-
date information and discuss progress, 
or may offer individual opinions on 
areas of risk assessment research ap-
propriate to agricultural bio-
technology. The annual program solici-
tation will indicate whether funds are 
available to support an Annual Con-
ference and, if so, will include instruc-
tions on the preparation and submis-
sion of proposals requesting funds from 
the Department for support of an An-
nual Conference. The Department may 
also elect to require principal inves-
tigators whose research is funded under 
this program to attend an Annual Con-
ference and to present data on the re-
sults of their research efforts. Should 
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attendance at an Annual Conference be 
required, the annual program solicita-
tion will so indicate, and principal in-
vestigators may include attendance 
costs in their proposed budgets. 

The Director or Administrator may, 
with respect to any grant or to any 
class of awards, impose additional con-
ditions prior to or at the time of any 
award when, in the Director’s or Ad-
ministrator’s judgment, such condi-
tions are necessary to ensure or pro-
tect advancement of the approved 
project, the interests of the public, or 
the conservation of grant funds. 

Subpart B—Scientific Peer Review 
of Research Grant Applications 

§ 3415.10 Establishment and operation 
of peer review groups. 

Subject to § 3415.5, the Director or 
Administrator shall adopt procedures 
for the conduct of peer reviews and the 
formulation of recommendations under 
§ 3415.14. 

§ 3415.11 Composition of peer review 
groups. 

(a) Peer review group members and 
ad hoc reviewers will be selected based 
upon their training and experience in 
relevant scientific or technical fields, 
taking into account the following fac-
tors: 

(1) The level of formal scientific or 
technical education by the individual 
and the extent to which an individual 
is engaged in relevant research activi-
ties; 

(2) The need to include as peer re-
viewers experts from various areas of 
specialization within relevant sci-
entific or technical fields; 

(3) The need to include as peer re-
viewers experts from a variety of orga-
nizational types (e.g., universities, 
Federal laboratories, industry, private 
consultant(s), Federal and State regu-
latory agencies, environmental organi-
zations) and geographic locations; and 

(4) The need to maintain a balanced 
composition of peer review groups re-
lated to minority and female represen-
tation and an equitable age distribu-
tion. 

(b) [Reserved] 

§ 3415.12 Conflicts of interest. 

Members of peer review groups cov-
ered by this part are subject to rel-
evant provisions contained in title 18 of 
the United States Code relating to 
criminal activity, Departmental regu-
lations governing employee respon-
sibilities and conduct (part O of this 
title), and Executive Order No. 11222, as 
amended. 

§ 3415.13 Availability of information. 

Information regarding the peer re-
view process will be made available to 
the extent permitted under the Free-
dom of Information Act (5 U.S.C. 552), 
the Privacy Act (5 U.S.C. 552a.), and 
implementing Departmental regula-
tions (part 1 of this title). 

§ 3415.14 Proposal review. 

(a) All grant applications will be ac-
knowledged. Prior to technical exam-
ination, a preliminary review will be 
made for responsiveness to the pro-
gram solicitation (e.g., relationship of 
application to announced program 
area). Proposals that do not fall within 
the guidelines as stated in the program 
solicitation will be eliminated from 
competition and will be returned to the 
applicant. 

(b) All applications will be carefully 
reviewed by the Director or Adminis-
trator, qualified officers or employees 
of the Department, the respective peer 
review group, and ad hoc reviewers, as 
required. Written comments will be so-
licited from ad hoc reviewers when re-
quired, and individual written com-
ments and in-depth discussions will be 
provided by peer review group members 
prior to recommending applications for 
funding. Applications will be ranked 
and support levels recommended within 
the limitation of total available fund-
ing for each research program area as 
announced in the program solicitation. 

(c) No awarding official will make a 
grant based upon an application cov-
ered by this part unless the application 
has been reviewed in accordance with 
the provisions of this part and unless 
said reviewers have made recommenda-
tions concerning the scientific merit 
and relevance to the program of such 
application. 
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(d) Except to the extent otherwise 
provided by law, such recommenda-
tions are advisory only and are not 
binding on program officers or on the 
awarding officials of NIFA and ARS. 

§ 3415.15 Evaluation factors. 

In carrying out its review under 
§ 3415.14, the peer review group will 
take into account the following factors 
unless, pursuant to § 3415.5(a), different 
evaluation criteria are specified in the 
annual program solicitation: 

(a) Scientific merit of the proposal. 
(1) Conceptual adequacy of hypoth-

esis; 
(2) Clarity and delineation of objec-

tives; 
(3) Adequacy of the description of the 

undertaking and suitability and feasi-
bility of methodology; 

(4) Demonstration of feasibility 
through preliminary data; 

(5) Probability of success of project; 
(6) Novelty, uniqueness and origi-

nality; and 
(7) Appropriateness to regulation of 

biotechnology and risk assessment. 
(b) Qualifications of proposed project 

personnel and adequacy of facilities. 
(1) Training and demonstrated aware-

ness of previous and alternative ap-
proaches to the problem identified in 
the proposal, and performance record 
and/or potential for future accomplish-
ments; 

(2) Time allocated for systematic at-
tainment of objectives; 

(3) Institutional experience and com-
petence in subject area; and 

(4) Adequacy of available or obtain-
able support personnel, facilities, and 
instrumentation. 

(c) Relevance of project to solving 
biotechnology regulatory uncertainty 
for United States agriculture. 

(1) Scientific contribution of research 
in leading to important discoveries or 
significant breakthroughs in an-
nounced program areas; and 

(2) Relevance of the risk assessment 
research to agriculture and environ-
mental regulations. 

PART 3418—STAKEHOLDER INPUT 
REQUIREMENTS FOR RECIPIENTS 
OF AGRICULTURAL RESEARCH, 
EDUCATION, AND EXTENSION 
FORMULA FUNDS 

Sec. 
3418.1 Definitions. 
3418.2 Scope and purpose. 
3418.3 Applicability. 
3418.4 Reporting requirement. 
3418.5 Failure to comply and report. 
3418.6 Prohibition. 

AUTHORITY: 5 U.S.C. 301; 7 U.S.C. 7612(c)(2). 

SOURCE: 65 FR 5998, Feb. 8, 2000, unless oth-
erwise noted. 

§ 3418.1 Definitions. 
As used in this part: 
1862 institution means a college or 

university eligible to receive funds 
under the Act of July 2, 1862 (7 U.S.C. 
301, et seq.). 

1890 institution means a college or 
university eligible to receive funds 
under the Act of August 30, 1890 (7 
U.S.C. 321, et seq.), including Tuskegee 
University. 

1994 institution means an institution 
as defined in section 532 of the Equity 
in Educational Land-Grant Status Act 
of 1994 (7 U.S.C. 301 note). 

Formula funds means agricultural re-
search funds provided to 1862 institu-
tions and agricultural experiment sta-
tions under the Hatch Act of 1887 (7 
U.S.C. 361a, et seq.); extension funds 
provided to 1862 institutions under sec-
tions 3(b) and 3(c) of the Smith-Lever 
Act (7 U.S.C. 343(b) and (c)) and section 
208(c) of the District of Columbia Pub-
lic Postsecondary Education Reorga-
nization Act, Pub. L. 93–471; agricul-
tural extension and research funds pro-
vided to 1890 institutions under sec-
tions 1444 and 1445 of the National Agri-
cultural Research, Extension, and 
Teaching Policy Act of 1977 
(NARETPA)(7 U.S.C. 3221 and 3222); 
education formula funds provided to 
1994 institutions under section 534(a) of 
the Equity in Educational Land-Grant 
Status Act of 1994 (7 U.S.C. 301 note); 
research funds provided to forestry 
schools under the McIntire-Stennis Act 
of 1962 (16 U.S.C. 582a, et seq.); and ani-
mal health and disease research funds 
provided to veterinary schools and ag-
ricultural experiment stations under 
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